


” . . . : 

,‘_’ : 

; - :./ 

‘, 
.A ‘; 

[Docket No. 80N-04511 ~‘~~:~‘~~~j!j$$; 

Bacterial Vacclnei and Toxoids; ~lor 
and B!ood Derivatives; Avaitahflity of 
Final RCpOrb of Advisory Reviay,., 
Panels r_ 1 - , -1,: ;.q$pg$f 
AGENCY: Food and Drug Adminbir’aiiL; .-.j;-:;. . . ‘yy%...: ‘I. 
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ACT:ON: :t~‘i!.c. %I 
--.-a- 
SVMMARY: The Food and Drug 
Admirlis:rstion (i-II.+\) xuxxuxxs the 
eWi(7bWv of f!;e fin4 report of the 
lk%?l or: ii*!\ it.;4 cf EXztcri;rl Y;,cci:?c.s 
e?d Toxcol:is :tnd the Exl report of rhc 
P&J o;\. Rc\-itiw of B!clod and tii~,ud 
Dt:Fili?tiVC.7. 
ADL’.RSSS: HPry’“‘;: s for a cop* of t!:c 
fin;ll rqwr:s r.!;:y he sent to 11;~ I)ockets 
hJan:Jry;r,w.! iirurxh [formerly the 
H~ari.?g Cie:k’s Gf’iicc) (fil::\-3G5). Food 
and Drug Administration, Rm. 442.5630 
Fishers Laze. Rockvi2lc. hi’3 20857. 
FOR F’JRTHEZ ItdFOR?.5ATION COHTACT: 
Steven F. Falter, Bureau of Biologics 
(Wl3-620), E’ood and Drug 
Administrtition, 8800 Xockvi~lc Pike, 
Bethesda. X:D XOZO;~, 301-113-13~3. 
SUPPLEmNTARY INFCRh~AflSx FDA is 
announcing the avaik~bility to the public 
of the find reports of St? Panel on 
Review of Bacterial Vaccines and 
Toxoids and Ihe Panel on Review of 
Blood and Ijiood Derivatives. as 
submi!tcd to t!lc Commissioner of Food 
end Dr+ in accordance with 
0 CG1.25je) (22 CFK 63125(e)] of the 
bia’ ~gics regt&tions. FDA hns released 
these two p;!:icI reporls to tile Pliblic 
Citizn I! .2:h Research Croup (HRG). a 
cocsumer rzscr?rch 2nd odvucacy 
org:xiza:icn. So thnt other interested 
persozi rr.;:: ?x~w an equal opparttinxty 
for the review of these reports, F&5 is 
an~uncin;: Wr avail&ility to the 

[UC Dw. I?0-3CZIOF~J,‘d 11-‘&-&l (1.45 am) 

BlCLIFiG CODE 4f UJ-O3-M 

Consumer Participation;,Ope;l Meeting 
AGENCY: Food and Drtig Administratj,on. 
ACTION: Notice, 

S!JMMARY: The Food and Drug 
Administration (FDA) announces a 
forthcoming consumer exchange meeting 
to be chaired by James A. Adamson, 
District Director, Kansas City District 
Office, Kansas City. MO. ‘$ 

Xlicrui~lnl Frofiltr Sg!;l(:!r¶ (&Ii’!;) 

SpOIlSnirvl by hli~!nrW;J Mining nT: 
Menl~fi~chJrin~ Co. (:M), S1. Paid, M 
After rcvicwing th:! rccorllu:c!rrdiilj:) 
the IRIIIIUW$>~,~ ;Inct X?tr,ro?:icAo:,y 

Devices P;:nel, 1:1)X n~:lif;cd ti;~: sp:) 
th;tt the epl;liwticlr~ IY IS ilr>;)t~)~~~~i 
bt!CiIUb(: lh dP\ iw i..::f lM.CIi SlAu;vlI 
be SJIL’ iind efl<!<:t!\ r* for :~!:t ils 
reco;nmr;ltdcd in ttr;: sul)mittc*d Iitl\el 
DATE: Petitions for odminis!r::ti;-c 
review by Dccembc:r 22, IOOO. 
ADDRfSS: Requests for copies of the 
summary of sefcty and effectiveness 
data and petitions for administrotivc 
review may be sent to the I leering CL 
(HFA-3051, Food and Drug 
Administration, Rm. 442. 5600 FishlJr: 
Lane. Roqkville, MD 20657. 
FOR FUG-HER INFORMATION CONTACT: 
Henry A. Goldz$ein. Uureau of hledica 
Devices (NFK~oZ), Food and Drug 
Administration, 8757 Georgia Ave., 
Silver Spring, h4il23910. 301-427-3’162. 
SUPPLEtJENTAftY If~FORMATfOH: Tbc 
spans% 3M. St. Paul. hLX submitfed $1 . . .‘ - _ _ applicatio~~~ tpr premarket approval of ._. - -. ._ -.. - 

OATE: The meeting will be held at I p.m.,- the hBciobia1 Pro:‘ile System (A!PS) (an 
Wednesday, December 3.19~0. : _ _ _ antimicrobial sus&ptibjlily test systeni _ 

any proposed &ions or disagreements 
.with, or \:7%nces from; speciRc pket 
recomrrx&::~ions will be published in -. 
the Fedorai Register at a later date in a 
“Proposzd Imp?ementntion of Efficacy 
Review” for each panel report. FDA 
requests &at comments on the punds’ 
.rtaports t-c wii5heIduntil rcque,c!ed is 
the respect:Te implementation pro3o:aI. 

l’CiS,:ns i::~~:Med in ob!iliniZz e rcpy 
O!!k Fz.-t’:“’ WpOftS fil&~ IV::::? if?-- 
Dor:~tz~s .\:m~gc~ment &anc.h. E<:: ‘1 ;c:;d 
Drug Adminis:ration. at the ~d&~~s 
above. Requests should include ihe 
docket number found in brackets in the 
heading of this document and the title of 
the report b&p requested; either “Panel 
on Review of Bacterial Vaccines azd 
Toxoids: Fi:::ii fieport” or “l%& p;l 
Review of Blood and Blood Darivutives; 
Final Report.” Appended to eech report 
IS a notifica:ion that the doinmrnt is 
subject to format and editorial changes 

ADDRESS: The mce&‘g kill be held at 
lOCKI Cherry St.. Kansas City. MO G4106. 
FOR FURTHER tNFORMATiON CONTACT: ’ 
Lorena A. X\!cyers, Consoler Alfeirs 
Officer, Food and Drug Administration, 
1039 Cherry St., Kansas City, MO f~106. 
816-374-3817. .:: .;d: _, ) 
sUF?LEMENTARY INFORhlATION: The ’ 
purpose of *is meeting is to encourage 
dielogue between conzumcrs and FDA 
officials. to identify ant) set priorities for 
current and future health concerns, to 
enhance re!aticnships between local -’ 

*consumers and FDA’s Kansas City z 
District Office, and to contribute to the‘ . 
agency’s policymaking decisions on vital 
jS(J~CS* ‘: ,i.,: ;+, : “, “. . . __ : ‘. 
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h:ini?c~otll Fawns and L!m.t’3c,!oring 
Co.; Premarket Approval of Mctob;al 
Prof.iie System 
AGENCT Food and Drug Administration. 
ACTION: Notice. 

~UWVARY: The Food and D:uz 
Administration (FDA] annocnces its 
approval of the applicntion for 
prrmurket approval under the hfedical 
Device Amendments of 1978 of the 
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to FDA on September 14,1979. The.:;:$ 
application was reviewed by the ’ J%& 
Microbiology Device Section of -thi3 ,,:;;i 
Immunology and kiicrobiology Devices’ 
Panel, and F’DA advisory committee; 
which recommended approval of the ,‘S~~~w 
application, On July 15,1980. FDA ‘~“$$.. 
approved the application by a lctlar tq‘.? 
the sponsor from the Acting Diredtor of’ 

administrative pra-ctices and prococ&$ 
regulations or a review of the : y@gy$ 
applicntfon and of FDA’s action by ari 1:: 
independent advisory committee of :. ,$5 
experts. A potition is to be in the form of 
a petition for reconsideration of FDA.~~~- 
action under 0 10.33(bJ (21 CR 10.33(b)j. 
A petitioner shall identify the form‘of..y& .:. ._ ..‘yr. 


